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Overview

Mylotarg (gemtuzumab ozogamicin) is a CD33-directed antibody-drug conjugate (ADC) indicated for the
treatment of newly-diagnosed CD33-positive acute myeloid leukemia (AML) in adults and pediatric patients one
month and older (as combination therapy and as monotherapy) and the treatment of relapsed or refractory
CD33-positive AML in adults and in pediatric patients two years and older (as monotherapy).

Coverage Guidelines

Authorization may be reviewed on a case by case basis for members who are new to the plan currently receiving
treatment with requested medication excluding when the product is obtained as samples or via manufacturer’s
patient assistance programs.
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Authorization may be granted for members when all the following criteria are met:

Newly-diagnosed CD33-positive AML in adults and pediatric patients 1 month and older
1. Indication of newly diagnosed CD33-positive AML
2. Prescriber is an oncologist or hematologist or consult notes from an oncologist or hematologist are
provided
3. Member 21 month of age
Appropriate dosing
5. ONE of the following:
a. Requested agent will be used in combination with cytarabine and daunorubicin or fludarabine
b. Clinical rationale why combination therapy with cytarabine and daunorubicin or fludarabine is
not appropriate
c. Member is 2 60 years of age
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Relapsed or refractory CD33-positive AML in adults and in pediatric patients 2 years and older
1. Diagnosis of relapsed or refractory CD33-positive AML
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2. Prescriber is an oncologist or hematologist or consult notes from an oncologist or hematologist are
provided
Appropriate dosing
Member >2 years of age
5. ONE of the following:
a. Relapsed or refractory AML
b. Prior therapy for the treatment of AML with one systemic therapy (refer to Appendix for
common AML treatment regimens)
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Limitations
1. Initial approvals:
a. Newly-diagnosed CD33-positive AML in adults and pediatric patients 1 month and older: Three
cycles
b. Relapsed or refractory CD33-positive AML in adults and in pediatric patients two years and
older: One treatment cycle
2. Reauthorizations for newly-diagnosed CD33-positive AML in adults and pediatric patients 1 month and
older for monotherapy: maximum of one cycle of induction and eight cycles of continuation.

Appendix

Common AML Treatment Regimens
Examples of Treatment Induction Regimens
e Patients <60 Years of Age

o Cytarabine 1.5 to 3 g/m2every 12 hours X6 days

o Standard-dose cytarabine with idarubicin or daunorubicin

o Standard-dose cytarabine with daunorubicin or oral midostaurin (FLT3 mutated)

o Dual drug liposomal encapsulation of cytarabine and daunorubicin

e Patients 260 Years of Age

o Standard-dose cytarabine (100 to 200 mg/m:2x seven days) with idarubicin 12 mg/m:2or
daunorubicin 60 to 90 mg/m:2x three days or mitoxantrone 12 mg/m2x three days

o Low-intensity therapies: azacytidine, decitabine

o Dual-drug liposomal encapsulation of daunorubicin 44 mg/m2and cytarabine 100 mg/m2 on
days one, three and five for one cycle (category 1)

o Standard dose cytarabine 200 mg/m2x seven days with daunorubicin 60 mg/m:2x three days and
oral midostaurin 50 mg every 12 hours, days 8 to 21 (FLT3-mutated AML)

o Venetoclax once daily by mouth and decitabine 20 mg/m2(days one to five of each 28 day cycle)

o Venetoclax once daily by mouth and azacytidine 75 mg/m:2 (days one to seven of each 28-day
cycle)

o Venetoclax once daily by mouth and low-dose cytarabine 20 mg/m2/day (days 1 to 10 of each
28-day cycle)

o Standard-dose cytarabine 200 mg/m2x seven days with daunorubicin 60 mg/ma2x three days and
a single dose of gemtuzumab ozogamicin 3 mg/magiven on day one, or day two, or day three, or
day four; alternatively, three total doses may be given on days one, four and seven (CD33-
positive)
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Review History

5/17/2022 — Created and Reviewed June P&T; matched MH UPPL. Created criteria to be in compliance with
Masshealth criteria. Effective 8/1/22.

04/10/24 — Reviewed and updated for P&T. Mylotarg has been removed from pharmacy benefit and will be
managed through medical benefit only. Expanded provider specialty to include consult notes. Effective 5/6/24
06/11/25 — Reviewed and updated for P&T. Part of annual UM review. Updated formatting and references. For
newly diagnosed CD33-positive AML, criteria will require either combination therapy or clinical rationale why
combination is not appropriate or if member is > 60 years of age. Effective 7/1/25
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